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HA NC-001364-110518, u3m.Ne2, uam.Nel, vam.Ne3, nzm.Ned

AHanu3bl/UCNbITAHUA NPOBEAEHbI B COOTBETCTBMM C HA

Aara HaumeHoBaHue Tpe6oBanua H, PesynbTaTtbl aHaAM308/UCTbITAHWA
aHanusa nokasarteneu
16.01.2022 OnucaHne BuayanbHbIN CootsetcTByeT
Tabnetku Genoro wam 6enoro ¢ KPEMOBaTbIM TabneTku 6enoro ¢ KPEMOBaTLIM
OTTEHKOM LiBETa, NNOCKOLMAUHAPHUYECKKE C OTTEHKOM LIBETa,
PUCKOM. NNOCKOLMNMHAPUHECKME C PUCKOM.
Mo BHELWHeMY BUAY 40N HHbI COOTBETCTBOBATL
tpebosanmam e Xlil, 0PC.1.4.1.0015.15
«Tabnetkm»
16,01.2022 MNoANMHHOCTL Yd-cnekTpopoTomeTpus CoorBeTcTayeT
YnbTpadMONETOBLIE CNEKTPbI NOTNOWEeHWA YN6TpadvoneTosbie CAEKTPbI
MCAbLITYemMoro pacteopa v pacteopa CO NOTNOWEHWUA UCNbITYEMOrO PacTeopa 1
napaueTamona, MpuroToBNEHHbIX ANA pacrsopa CO napauetamona,
KONMYECTBEHHOrO onpeaeneHmra, AONKHbI UMETb NPUroTOBNEHHbBIE ANA KONNYECTBEHHOTO
MaKCMMyM NPU OQHOI 1 TOM e AN1HE BO/HbI. onpeaeneHus, UMeloT MakCuMym Npu
OfIHOM W TOM e ANKuHe BONHbI.
Peakuma Ha GEeHONBHbLIM TMAPOKCKHA C PacTBOPOM CooTBeTCTBYET
wenesa (IIl) xnopuga MNoAsnAeTCA CMHE-PUONeToBOE
[lonHO NOABKUTLEA CMHE-GUONEeToBoe OKpalmeaHue.
OKpalwuBaHme
Peakuua rugponnsa CooTBercrsyeT
[oNMHO NOABKUTLCA GUONETOBOE OKPAWKBaHWE MNossnaetca GUONETOBOE OKpPaLIMBAHME.
PeakuUMA Ha aueTUNbHYIO rpynny CooTeercTeyer
[l0NKeH NORBMTLCA 3anax YKCYCHON KUCNOTb NoABNAETCA 3aNax YKCYCHOW KMCAOTI.
16.01.2022 CpepHas macca PacueTHO-BECOBOW 546,1 mr
TabneTok 01 523,0 g0 578,0 mr
16.01.2022 Tanbk ro Xl 2,1%
He Gonee 3,0 %
16.01.2022 4-ammHodeHon CneKkTpodgOTOMETPUHECKNIA 0,017 %
He 6onee 0,05%
16.01.2022 PactBopeHue r® X, CnekTpodoTOMETPUHECKMA 99,8 %
He menee 70 % (Q) napauetamona yepes 45 MUH
16.01.2022 0OpHOpPOAHOCTb re X, cnocob 2 4,1%
[03MPOBAHMA AV<150%
16.01.2022 KonuyecrtseHHOE CnekTpodOTOMETPUYECKMIA 491,7 mr
onpegeneHue 0Ot 475,0 o 525,0 mr napaueTamona, cuuTan Ha
CpeAHIo maccy TabeTku
18.01.2022 MukxpoBuonorinyecxan re® Xlll, Kateropua 3A Menee 10 KOE/r
yucToTa 06wee 4ncno as3pobHbIX MUKPOOPraHU3moB — He
6onee 10”3 KOEB 1T
rd X, Kateropms 3A Menee 10 KOE/r
06Lee YMCNO APOHOIKEBLIX U NNECHEBbIX rpubos —
He 6onee 1072 KOEB 11
rd Xill, Kateropua 3A OTcyTereyer
Oveyrersue Escherichiacolis 1r.
16.01.2022 Ynakoska B cooTBeTcTBMM ¢ HA N1C-001364-110518, n3m.Ne3 CooreercrayeT
Mo 10 TabNETOK B KOHTYPHYH AUEHKOBYIO YNAKOBHY Mo 10 TaBNETOK B KOHTYPHYIO AYEIHKOBYIO
A3 NNEHKKU NONVMBUHWAXNOPUAHOMN 1 GoNbrm YNaKoBRY U3 NNEHKK
ANKOMUHWEBOM NEYaTHOM NAKMPOBAHHOM, NOAMBUHUNXNOPMAHON 1 GONLIK
2 KOHTYpPHbIE AYEHKOBbIE YNAKOBKKM BMECTE C ANOMUHUEBOW NeYaTHOM
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M3 KapTOHa.

WHCTPYKLMER N0 NPUMEHEHWIO MOMELLAIOT B NaqKy

NaKWpOBaHHOM.

2 KOHTYPHbIE AYEUKOBBIE YNAKOBKM
BMECTE C MHCTPYKLMEA N0 NPUMEHEHUIO
NOMELLAIOT B MaYKy M3 KapTOHa. 154
nayvku B 0AHOM Kopobe.

16.01.2022 Mapk1posKa B cootsercteumm ¢ HA, 1C-001364-110518, nam.Ne2, Coorsercrayer
n3m.Ne3 1) NepBuyHan ynakoska.
1) NepBuyHan yNakoBKa. Ha KOHTYRHOH AYENKOBOW YNaKoBKe ¢
Ha KOHTYPHO# AYEMKOBOM YNaKoBKe C BNOXKEHWEM B NAYKY, yKa3aHsb!
BAOMEHWEM B NAYKy, YKa3bIBAOT HAMMEHOBaHWE HanmeHoBaHue
npeanpUATUA-NPOU3BOAMTENA, Er0 TOBAPHLIW 3HAK, npeAnpUATUA-NPOU3BOAMTENA, €r0
TORroBoOe HaumeHoBaHWe npenapara, TOBapHbIA 3HaK, TOProBoe
NeKapcTBEHHYH GOopMy, LO3MPOBKY, HOMEP CepUM, HaMMeHOBaHKWe Npenapara,
CPOK rOAHOCTM, AONYCKABTCA HAHECEHUE NeKkapcTBeHHan dopma, 403NPOBKA,
dapmaroaa. HOMEp Cepumn, CPOK rOAHOCTM,
Ha koHTYpHOW A4YelKkoBOM ynakoske bea
B/IOXEHMA B NAYKY, YKA3bIBAOT HAMMEHOBaHWe 2) BTopyv4HanA ynakosKa.
NPeanpPUATUA-NPOM3BOAMTENA, €r0 TOBAPHbIN 3HAK, Ha nayke yKasaHbl HaUMEHOBaHUE
aapec, Ten./daKc, CamT, TOProBoe HammMeHoBaHue npeanpUATUA-NPON3BOAMTENA, €r0
npenapara, NexkapcreeHHy Gopmy, 403MPOBRY, TOBApHLIM 3HaK, agpec, Ten./daxc, cair,
RONHUYECTBO ra&nerok B yNakoBKe, YCN0BKMA TOProBoe HaMMEHOBAHWE Npenapara,
XPaHeHWA, «XpaHuTb 8 HEQOCTYMHOM ANA AeTel nerapcTseHHan ¢popma, A03UPOBKA,
mecTe», «[INA NpUemMa BHYTPbL», PErUCTPaLMOHHBIHN KonmuecTBo TaBneTox B ynakosKe,
HOMEP, YCNOBMA OTNYCKA, HOMEP CEPUN, CPOK YCNOBUA XPaHEHWA, «XPaHUTL B
rOAHOCTM, WTPUX-KOA, AONYCKAETCA HaHeCceHWe HeAoCTYNHOM ANA AeTeid mecten, «Ana
bapmakoga. npuema BHYTPb», PETUCTPALMOHHbIN
[onoNHUTENEHO MOTYT HAHOCUTLCA CPEACTBA HOMER, YCAOBMA OTNYCKA, HOMEP Cepuu,
MAeHTUUKALMMA ANA CUCTEMBI MOHUTOPMHIA CPOK rOAHOCTH, WTPKUX-KoZ, dapmaroad.
ABMKEHWA NEeKaPCTBEHHbIX NPENapaTos ANA l4[],0"'IOIIHMTE.!"II::HO HaHecCeHbl CpeacTea
MEAMLMHCKOrO NPUMEHEHMA, MABHTUUKALMA ANR CUCTEMBI
2) BTOpWYHARA yNaKoBKa. MOHUTOPWHTA ABMIKEHWA NEKAPCTBEHHbIX
Ha nayke yKa3blBatoT HaMmeHoBaHue NpenapaTos 4NA MEeAWMUMHCKOTO
nNpeanpUATUA-NPOU3IBOAMTENA, Er0 TOBAPHLIN 3HAK, NPUMEHEHMWA.
aapec, Ten./bakc, cauT, TOProBoe HAMMEHOBaHWe
npenapara, NeKapcTeeHHyo Gopmy, A03MPOBKY,
KoAuuecTeo Tabnetok 8 ynakoBKe, ycnoegua
XPaHEeHWA, «XpaHWTb B HEAOCTYNHOM ONA AeTel
mecte», «Ana Npuema BHyTPb», PErMCTRALUMOHHbIW
HOMEp, YCNOBUWA OTNYCKA, HOMEP CEPUM, CPOK
rOAHOCTK, WTPUX-KOA, hapmakoa.
LononHUTENHO MOTYT HAHOCMTLCA CpeacTea
MAEHTUOMKALMK ANA CUCTEMbI MOHWUTOPKUHTA
ABWKEHMA NEKaPCTBEHHbLIX NPEnapaTos anAa
MEAMLMHCKOTO NPUMEHEHMA.
16.01.2022 XpaHeHue MNpu Temneparype He Bbiwe 25 °C. CooTBeTcTeyeT
16.01.2022 CpOK rogHocTH S net logeH po 01.02.2027
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